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510(k) SUMMARY

Name, Address, Phone and Fax Number of Applicant

Teleflex Medical, Incorporated
2917 Weck Drive
Research Triangle Park, NC 27709 USA
Phone: 919-433-8050
Fax: 919-433-4996

Contact Person

Angela Bouse
Senior Regulatory Affairs Specialist

Date Prepared

December 11, 2013

Device Name

Trade Name: ISO-Card® Mask
Classification Name: Apparatus, gas-scavenging
Product Code: CBN
Regulation Number: 868.5430
Classification: 11
Classification Panel: Anesthesiology*

Predicate Device
This submission demonstrates substantial equivalence to the predicate device
ISO-GARD ClearAir Mask - K 123176

Device Description
The ISO-Card Mask system is an oxygen delivery mask that actively scavenges waste
anesthetic gases (WAGS) exhaled by patients recovering from surgery in the Post-
Anesthetic Care Unit (PACU). Vacuum/suction for scavenging of WAGS is provided
by the institution's regulated vacuum source. The proposed device allows for the
delivery of supplemental / therapeutic oxygen to patients to aid in their recovery
while reducing the amount of patient expelled waste anesthetic agents released to the
work environment of the healthcare workers. The mask can be used with or without
suction / vacuum to function as a standard oxygen mask with an ETCO2 monitoring
port.
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Indications for Use
The lSO-Gard® Mask is intended to be used to scavenge waste anesthetic gases from
patients during recovery from general anesthesia and to provide supplemental
oxygen.

The ISO-Garde Mask helps to reduce the amount of anesthetic agents released to the
work environment of the healthcare worker.

Patient Population
Patients recovering from general anesthesia in the PACU.

Environments of use
The environment of use is - Post-operative Care Units (PACU) in hospital, sub-acute
facilities.

Contraindications
None

Substantial Equivalence
The proposed device is substantially equivalent to the predicate devices:

CAnpt. v IFPUredicatex, Proposedu
dhiceitcK123176. : $ Gad

-hrceitc I'SO-GARD® ClearAirm Mask :'Mask'

,Classification Name, Apparatus, gas scavenging Same

Product!Code! CFR< CBN Same
868.5430

Secondary
5,5 CCK - Gaseous-Phase Carbon Dioxide Gas

Analyzer
868.1400

Ind icatio ns for Use,' The ISO-GARD®R ClearAirTM Mask is intended Same
K T: to be used to scavenge waste anesthetic gases

from patients during recovery
from general anesthesia and to provide
supplemental oxygen.

The ISO-CARD®) ClearAirTM Mask helps to
reduce the amount of anesthetic agents released to
the work environment of the healthcare worker.

TradeIN ame. Iy SOGARD® ClearAirTM Mask ISO-Gard"O Mask
Environment of Use', Hospital, sub-acute facilities PACU Same
PAtient;-Population .IPatients recovering from general anesthesia Same
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and may need supplemental oxygen
Adults

Contraindications None Same
Basic .Components Mask .Same

Oxygen delivery tubing
-Vacuum (scavenging) tubing

Mask Manifold controlling oxygen delivery
44 and scavenging ________

Design Feattuis, andSpecificatioiis _______

Mask -Flexible oxygen mask with sealing foam Same
,Metho~d to hold mask, Elastic band / strap Same
on iiitienit for sal
Tubing-to deliver, Standard oxygen tubing Same
oxygen:
.Coniects to ETCO2 .Yes Same

Con uector to Standard female luer lock Same
sgampling line_,,
MetIhoofsepfiitting Divided manifold for separating vacuum and Same
gas flo ws - oxygen delivery and then a separate

_________________sampling port ________

:Safetykifeitur&i PK_______________________ 'k

Excies negai Tev Clontains entrainment valves if the negative Same
pressufre . Pressure from vacuum is too great

~Valves are one-way flapper/diaphragm
valves that open with minimal negative

_________________pressure or flow

Excs Positive Contains entrainment valves if patient's Same
pr n~re inhalation is greater than the supply of the

oxygen
Method to assist in Foam pad around bridge of nose to assist in Same
sealing, sealing of the mask ________

Method to sepa rIate NMask manifold body is a divided adapter Same
oxygen delivery from which has an oxygen inlet and a scavenging
scavenging outlet
'Oxjgen source,; Wall oxygen Same
Vacuumsource)' Wall vacuum Same
Poi - for samhpling Port connector on exhalation side of Mask Same
end tidal C02 _, Manifold adapter
Typkca~oxgeh): Up to 10 1pm Same
'delivered flo*'tates.
Ox'yen at various Same
oxygen fow,, . Delivered oxygen equal or greater than oxygen
ratei n Vacuumin concentration mask
settng _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
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Masksizes'," Adult Same
Perfomance None Same
Standards ____________________ _______

ShdefiLife No shelf life I year shelf i fe
Patient Contacting Materials
Mask PCSame
Star'-Lu men Qxygen', V Same

Conacetor, Star- PCSame
Lumen Oxygen Tube,
GasketingFoii', 4 -Natural ester foam with acrylic pressure sensitive Same
.w/Adhesive adhesive ________

Tetbered Cap:_- Thermoplastic Elastomer Same
* Onl,*ayiiilaation7 l Same

One-way Valve Body .Polystyrene, Trans Blue Same
~ygen Delivery' PoyrpleeSm

Port:Adaptoi ______________________ _______

White Elasti .c Strap White Polyester! Same
Polyisoprene

MWkMaifold- 7,7- Polystyrene Same
SuaionlExhalation Same
Poll Polystyrene

O'ygeP orf - Same

Comparison to Predicate Device
The proposed ISO-Gard Mask is substantially equivalent to the predicate device with
respect to indications for use, technology, materials, and construction. The proposed
change is to add a one year shelf life to the ISO-Gard Mask labeling.

0 Indications for Use -
The indications for use are identical to the predicate.

* Technology and construction -

The proposed device design, drawings, components, accessories, materials,
packaging and product configurations remain unchanged. The proposed change is
to add a one year shelf life to the ISO-Card Mask labeling.

* Environment of use -

The environment of use is identical to the predicate.
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*Patient Population -

The patient population is identical to the predicate.

*Materials -

All patient contacting materials are identical to the predicate.

*Performance Testing

Nonclinical Performance Testing Summary

Test> 'Test -bj Ae ceptance Criteriis<.

To evaluate the oxygen The delivered oxygen
delivery performance at percentage using the ISO-Gard
variable oxygen flow rates. Mask must be equal to or

Oxygen Delivery and vacuum levels at greater than a standard
standard Tidal Volumes of medium concentration oxygen
500 ml without the use of mask for all vacuum settings
N20
To evaluate the N20 levels must be lower than
scavenging performance with a standard medium

Scaengngat variable oxygen flow concentration oxygen mask
Scavegingrates and vacuum levels at

standard Tidal Volumes of
500 ml with N2O
To evaluate the ETCO2  The traces/waveforms during

ETC0 2  performnance in simulated testing must be distinct and
conditions generated consistently

Conclusion
The ISO-Card Mask has the same indications for use, technological characteristics, and
constructions as the predicate. Performance test results demonstrate that the proposed
device does not raise new questions of safety and effectiveness and because an
acceptance criteria has been met, the device can be found substantially equivalent.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Documnent control Center - WO66069
Silver Spring MD 20993-0002

January 9, 2014

Teleflex Medical, Inc.
Angela Rouse
Senior Regulatory Affairs Specialist
2917 Weck Drive
Research Triangle Park, NC 27709

Re: K132729
Trade Name: ISO-Card® Mask
Regulation Number: 21 CFR 868.5430
Regulation Name: Gas-scavenging apparatus
Regulatory Class: Class 11
Product Code: CBN
Dated: December 11, 2013
Received: December 12, 2013

Dear Ms. Bouse:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.

The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800wt 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CER 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CER 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CER Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda~gov/MedicalDevices/ResourcesforYou/industrv/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/Medir-alDevices/Safetv/RegortaProblem/default.htm for the CDRI-'s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/Medicaloevices/ResourcesforYou/ndustr/dfault.htm.

Sincerely yours,

Erin Keith, M.S.I O

Acting Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



Indications for Use Statement
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510(k) Number: _____ (To be assigned)

Device Name: ISO-CardS Mask

Indications for Use:

The ISO-Gardo Mask is intended to be used to scavenge waste anesthetic gases from patients
during recovery from genera! anesthesia and to provide supplemental oxygen.

The ISO-Garde Mask helps to reduce the amount of anesthetic agents released to the work
environment of the healthcare worker.

Prescription Use XX or Over-the-counter use _

(Part 21 CFR 80 1 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Nayar )rMiff S'ik K132729
2014.or5t-00~a'ao
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